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Policy & Procedure Summary 
 
Vaccines must be stored properly from the time they are manufactured, throughout the delivery process and until the time 

they are administered.  Failure to maintain the cold-chain of vaccines due to shipping delays, power outages, equipment 

failure and human error may cause vaccines to become ineffective.  

Policy Statement 

This policy supersedes all policies previously issued by the Indiana Immunization Division addressing vaccine cold chain 

failure. It replaces the following policies: 

 Title of Policy: Vaccine Cold Chain Failure:  Procedures and Corrective Action  
 Policy Number: III-03  

 Creation Date: February 18, 2009  
 Revision Date: March 2011 

If any vaccine is determined to have exceeded the established temperature ranges or storage and handling requirements, 

steps must be immediately taken to ensure the viability of all vaccine.  The following procedures and corrective actions 

should be followed to resolve vaccine cold-chain failures: 

 
 Correct improper storage and handling conditions, including exposure to light and storage temperatures that are 

outside of the established range.  

 Check all digital data loggers for correct placement and operation. Document any temperature fluctuation and the 
amount of time that vaccines were out of the correct temperature range.  

  If vaccine shipping or storage temperatures are recorded above or below the required range, do not use the 
vaccine until the viability of the vaccine has been established by the vaccine manufacturer. Place the vaccine in 
the refrigerator or freezer, depending on the proper storage requirements, and clearly mark the vaccine “Not for 
Use”.  

 When receiving vaccine shipments, if any damage, excessive shipping time, cold chain breach has occurred, 
provider must notify the Indiana Immunization Program within two hours of vaccine delivery. 

  If the storage unit’s ability to maintain the recommended temperatures is in question and the problem persists for 
over two hours, move vaccines to a pre-established back-up location to maintain the cold-chain.  

o All providers must have written emergency procedures for proper handling of publicly funded vaccines in 
the event of power or equipment failure.  See the Storage and Handling - Emergency Plans Policy for 
complete information on emergency procedures.  

  If vaccines are determined to have exceeded designated storage temperatures, providers MUST contact the 
manufacturer and obtain guidance and recommendations for vaccine viability.  

o Providers should report all incidents of vaccine cold-chain failure within 24 hours to the Immunization 
Division (800)-701-0704. 

o A Vaccine Return transaction should be completed and submitted in VOMS, when available (or submit 
State Form 54052 in the interim), for all vaccines determined to be non-viable by the Immunization 
Division.  
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After a temperature excursion, proof of at least 5 days of in-range temperatures need to be provided to ISDH  
to establish that the unit is stable and operating properly. A root-cause analysis (RCA) to find out why the  
excursion occurred is also required. Additional days-in-range reports may be required depending upon the  
reason for the temperature excursion.  
 

Providers should never discard or return any vaccine unless they are instructed to do so by the Immunization 
Division.  

 
The Immunization Division has developed a visual Refrigerator/Freezer Temperature Log to assist providers in tracking 
storage unit temperatures in order to determine if there has been a temperature excursion.  By using this visual 
temperature log, providers can easily track storage unit temperatures in either Celsius (C°) or Fahrenheit (F°).  

 
 
 
The temperature log directs providers to record problems on the reverse side of the log. Providers should document all 
actions taken and outcomes if temperatures are recorded above or below the required temperature range.  
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The log also provides the Vaccine Manufacturer contact information to assist providers if calls must be made to the 
manufacturer to determine vaccine viability.   
 
Procedure Details 
Step 1)  Providers should monitor the storage and handling of all vaccines 

Step 2)  If concerns exist regarding the cold-chain of vaccines due to shipping delays, power outages, equipment failure 
and human error, providers should take the necessary steps to ensure the viability of all vaccines in question. 

Step 3)  Providers should document all steps taken on the reverse side of the Refrigerator/Freezer Temperature Log. 

Step 4)  If necessary, providers should contact the vaccine manufacturer and the Immunization Division to determine 
viability. 

Step 5)  If necessary, providers should complete and submit the Vaccine Return form to the Immunization Division.  

 

References & Resources 

Refrigerator/Freezer Temperature Log 

Storage and Handling-Emergency Plan Policy (17) 
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